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DETAILED ACTION 

Response to Amendment 
Claim Rejections - 35 USC § 103 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 



2. Claims 1, 3-13, 15-24, 26-36, 38-42, 44-50,52-56 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Tucker et al (US 4,193,397) in view of Karp (US 2003/0133358) in 
view of Blischak et al (US 6620151). 

3. Tucker discloses an infusion apparatus that includes a medication reservoir, a carrier 
reservoir, a mixing chamber 88, a medication flow path, a carrier flow path, a medication pump 
system, and an outlet port. The device also includes a medication flow restrictor, and a carrier 
flow restrictor (col. 5, line 53 - col. 6, line 13, col. 7, lines 28-33). These restrictors can be more 
or less restrictive than one another. The device also includes a power cell. 

4. Tucker discloses that the device allows the fluid from the first and second reservoir to be 
conveyed to the mixing chamber in different concentrations (abstract) and the configuration 
allows for the flow from the reservoirs to complement and supplement each other (col. 3, lines 
12-13,28-30). 

5. Claims 1,19, 42, 50 differ from Tucker in calling for the mixing chamber to be a 
micro fluidic chip having a capillary pathway disposed in a serpentine pattern. Claims 15 and 16 
call for the flow restrictors to be a microfluidic chip. Tucker discloses that mixing chamber 88 
serves to mix multiple fluids and deliver the mixture to the patient (col. 9, lines 55-65). Karp 
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teaches a microfluidic chip for mixing multiple fluid steams without a need for moving parts. 
The chip has a capillary pathway in a serpentine pattern. See Figs. 13 A-E. This configuration 
allows for complete mixing of the two fluids in a compact area without the use of moving parts 
that add to the cost of manufacture as well as the life of the device. It would have been obvious 
to one of ordinary skill in the art at the time of invention to modify the device of Tucker to 
include the microfluidic chip as taught by Karp to allow for better mixing of the two fluids 
without adding any complicated structures or mechanisms to the device. 

6. Claims 1, 19, 42 further differ from the teachings above in calling for a bolus port located 
between the mixing chamber and the outlet port. Claim 50 calls for the step of introducing a 
bolus dose. Blischak teaches that it is common practice in the art of implantable infusion pumps 
to include a bolus port downstream of the reservoir delivery lines or flow restrictors. This 
configuration has many advantages such as flushing of the downstream line, delivery of a 
prescribed dosage which may be a greater volume or higher rate than can be accommodated by 
the flow restrictor (or mixing chamber), performing troubleshooting or diagnostic procedures, or 
possibly even extraction of fluid from the patient (col. 6, lines 30-45). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of invention to modify the device of 
Tucker to include a bolus port between the mixing chamber and the outlet port as taught by 
Blischak to allow for infusion of medicaments at a volume or rate higher than allowed by the 
mixing chamber. 

Response to Arguments 

7. Applicant's arguments filed 7/28/09 have been fully considered but they are not 
persuasive. Applicant argues that Tucker's bolus dose is never mixed and diluted with the basal 
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dose. The examiner disagrees. Tucker clearly discloses that the bolus and basal dose are mixed. 
The examiner points applicant to col. 9, lines 55-65 where Tucker discloses that "in chamber 88, 
the bolus infusate mixes with and supplements the basal infusate still arriving form the basal 
reservoir. . ." Furthermore, throughout the disclosure Tucker uses the terms "mixing chamber" 
and describes the basal and bolus doses as "supplementing" and "complementing" each other as 
they each flow from their respective reservoirs simultaneously (col. 3, lines 10-30). 
8. Applicant argues that since Tucker includes a bolus port it would not have been obvious 
to include a second bolus port between the mixing chamber and the outlet. The examiner 
disagrees. Tucker uses the terms basal and bolus for the reservoirs. In reality, these reservoirs 
simply contain two different concentrations of a fluid. The fluid flowing from the "bolus" 
reservoir is still limited by the flow restrictors and the mixing chambers. Blischak teaches that it 
is desirable to include a bolus port outside of all flow restrictors or other structures that may limit 
the rate or volume of flow to allow for delivery of fluid outside of the limitations of the pump. 
Focusing only on the terms used by Tucker, yes it does seems as though the device already 
contains a bolus port, however upon further inspection, it is clear that the bolus reservoir of 
Tucker functions more as a supplemental drug reservoir and not a "bolus" reservoir in the 
generally accepted meaning. The bolus reservoir of Tucker has a different function than the 
bolus port of Blischak and therefore given the teachings of Blischak it would have been obvious 
to add a bolus port to Tucker. 
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Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA A. BOUCHELLE whose telephone number is (571)272- 
2125. The examiner can normally be reached on Monday-Friday 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 517-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Laura A Bouchelle 

Examiner 

Art Unit 3763 

/Laura A Bouchelle/ 
Examiner, Art Unit 3763 



/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



